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PROCEEDIL NGS
(10: 07 a.m)

M5. CRAGHEAD: This is a public neeting to discuss
t he recommendation for the devel opnent of a standard
concerning the plant-pest risks associated with |iving
nodi fi ed organi sns, LMOs, under the International Plant
Protection Convention. The IPPCis recognized as the
i nternational, standard-setting body for international
pl ant - pest issues by the Wrld Trade O gani zati on.

My nanme is an Anissa Craghead, and |'ve been asked
by the deputy adm nistrator for PPQ to be the noderator for
today's neeting. The panelists for today's neeting are Dr.
Cathy Enright, to ny right, director of biotechnol ogy issues
and phytosanitary issues nanagenent, plant protection, and
guarantine. Cathy is the person responsible for
coordinating the federal government process for addressing
LM3>s under | PPC.

And to Cathy's right is M. Narcy Kl ag, program
director for international standards devel opnent and issues
under the North Anmerican Plant Protection O ganization.
Narcy coordi nates the devel opnent of U.S. Governnent
positions for a range of | PPC issues and is here to answer
guestions related to I PPC in general.

The purpose of today's neeting is to provide you
wi th background on the issue of LMX>s as they pertain to | PPC
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and to give interested persons an opportunity to present
their views on the recommendation for the devel opnent of an
| PPC st andard concerning the plant-pest risks associ ated
with LM3s. Notice of today's neeting was published in the
Federal Register on July 27, 2001.

The format for today's neeting will be as foll ows.

After | conmplete ny remarks on the procedural aspects of the

nmeeting, Dr. Enright will provide you with background
information on the issue of LMXs under |PPC and update you
on what's happened on this topic since our last public

nmeeti ng, which was on March 8th of this year.

After Dr. Enright's presentation, persons who have

regi stered to speak will be given an opportunity to speak in

the order that they registered. After each speaker
conpletes his or her remarks, panelists will have the
opportunity to provide clarification or additional
background information if needed and appropriate to the
topic of this nmeeting. |If time permts, persons who have
not registered will be given an opportunity to speak once
all registered persons have spoken.

Today's neeting is scheduled to end at noon.
Shoul d regi stered speakers' presentations take us over the
noon conclusion tine, we will remain |onger to acconmodate
their statenments. Alternatively, we may concl ude before
noon if all persons who have registered to speak have been

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

T N T S T T T N T e e e S e e T = = S
gag A W N P O © 0o N oo 0o M W N O

heard, and there are no other persons who wi sh to speak.

Four people are registered to speak at today's
nmeeting. | know we have sone people by phone. Does anyone
who is on the line right now by phone want to speak, give a
prepared statenent? Can you hear nme by phone?

A PARTI CI PANT: Yes. Can we reserve the right to
ask questions? W're not there. W can't see if it's
possible to ask questions. In the last neeting like this
there was sone facility to ask questions, and | found it
qui t e useful

M5. CRAGHEAD: | think that would work out fine.
Sure, you can ask questions.

Al'l conmments nade here today are being recorded
and will be transcribed. The court reporter for today's
hearing is Wall ace Farmer, who is associated with Heritage
Reporting Corporation in Washington, D.C. Detailed
i nformati on on obtaining a copy of the transcript for
today's neeting is available at the registration table,
which is right over there.

| will call each person who has registered to
speak. Before beginning, please conme and sit in that chair,
pi ck up that m crophone, state and spell your first and | ast
name for the court reporter, and tell us who you are
affiliated with. If you're on the phone, please tell us who
you are, state and spell your |ast nane, and then every tine
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subsequently that you speak please |let us know who you are
so that the court reporter can record who you are.

| f you read a prepared statenent and have an extra
copy with you, please give ne that extra copy at either the
begi nning or end of your remarks. Any oral statenent
presented or witten statenment submtted at today's neeting
will becone part of the public record. |If a speaker's
comments do not relate to the stated purpose of today's
nmeeting, which is to present conments or questions on the
recommendati on for an | PPC standard concerning the plant-
pest risks associated with LM3s, | will ask the speaker to
focus his or her comments accordingly. In addition, |
expect everyone to show respect to speakers and give
speakers your full attention.

Pl ease sign the attendance sheet, which is al so
| ocated on the registration table, before you | eave today.
After Dr. Enright's presentation | will call the first
regi stered speaker. Cathy, it's all yours.

M5. ENRI GHT: Thanks, Anissa, and thank everyone
for comng today. At the March 8th neeting | recalled for
everyone what had happened in the runup to the April neeting
of the Interim Comm ssion on Phytosanitary Measures. That's
the ICPM the governing body of the IPPC. So today |'m
going to begin where | left off March 8th. If we need to
conme back to events that occurred before the March 8th
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7
nmeeting or before the April nmeeting of the ICPM | would be
happy to clarify or recall the background for you.

In April, as | said, the IPPC s Interim Comm ssion
on Phytosanitary Measures -- that's the ICPM the governing
body of the IPPC -- recommended that an international
standard be conpleted by April 2004 to address the plant-
pest risks associated with |iving nodified organisns, or
LMCs.

As the first step toward devel opment of an LMO
standard, the I CPMrequested that an open-ended, expert
wor ki ng group be convened to produce a detail ed
specification or an outline for an LMO standard. The expert
wor ki ng group is schedul ed to neet Septenber 10th through
the 14th at FAO headquarters in Rone under the terns of

reference that were printed in the Federal Register notice

for today's public neeting. |1'mnot going to repeat those.
The specification devel oped in Septenber will then be
considered at the next neeting of the ICPMin March of 2002.
As di scussed at our March 8th public neeting, the
deci sion to consider an | PPC standard for LMOs was the
result of requests froma nunber of |PPC nenber countries in
1999 for guidance in evaluating the plant-pest risks
associated wwth LM>s and al so fromthe subsequent
recommendati ons made in June of 2000 by a neeting of an | PPC
wor ki ng group formally charged with considering the need for
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an LMO st andar d.

Qur goal in the IPPC exercise is to devel op
substantive guidelines for the assessnent of plant-pest
ri sks associated with LM3s; in other words, to set out
i nformation requirenents, assessnment criteria, and
risk-mtigation neasures that countries nmay want to consider
as they make decisions regarding the inportation and use of
transgeni ¢ organi sns.

Your comments today will help us prepare for the
Sept enber neeting at the IPPC and will also help to inform
our approach to the overall LMO standard devel opnent
process. Before we hear fromthe first speaker, | would
like to draw your attention to an effort that will parallel
and perhaps serve as a nodel for the I PPC LMO standard. As
noted at the March 8th public neeting, the United States has
begun to address the plant-pest risks associated with
genetically engineered organisns at the regional |evel with
Canada and Mexico under the North Anmerican Plant Protection
Organi zati on, or NAPPO

In this draft NAPPO standard we have focused first
on transgeni c plants and have divided the draft standard
into four nodul es based on the intended use of the
transgenic plant. The first two nodels of the draft NAPPO
standard shoul d be avail able on the NAPPO Wb site,
wWwwv. nappo. org, by the end of next week, after which those
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nodul es will be avail able on our APHIS Wb site, which is
there for you at the back of the room for a 60-day,
country-comrent period. And we woul d appreciate your
reviewi ng those nodules, and we | ook forward to receiving
your comrents on them Thank you.

MR HANSEN. H . M nane is Mchael Hansen -- |
have two questions -- from Consunmers Union of the U S.
have two very brief questions. One is, is the Wb site,
www. naf 0. or g?

MS. ENRI GHT: Nappo. org

MR. HANSEN: Nappo. And the other question was,
since | was not at the March neeting -- it was probably
covered there -- could you tell ne who the countries were in
1999 that requested the devel opnent of the standard?

M5. ENRI GHT: John, would you?

(O f mcrophone.)

MS. ENRIGHT: I ndi a.

MR. HANSEN: India. Five countries. Mst of them
fromthe south, devel oping countries?

MR GREIFER And then that led on to others.

M5. ENRIGHT: So what John Geifer has just said
is that the initial inpetus for guidance stemmed from a
request by India and several other devel oping countries, and
then that led to increased support for guidance froma
nunber of devel oping countries. And | believe, John, at the
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March 8th nmeeting you had recalled that Latin America had
j oi ned that request for guidance as a whole at that tine.
I's that correct?

MR GREIFER It may be worth noting that the
i nterest stemred from devel opi ng countries who did not have
the capacity at that tinme in terns of assessing risk, pest
ri sk, for what appeared to be an increasing volunme and
anount of traffic and trade in products that they needed to
have that ability.

M5. CRAGHEAD: Gkay. Qur first registered speaker
is Peter Jenkins.

MR. JENKINS: Thank you. Thanks for having this
nmeeting. |'mPeter Jenkins. |'man attorney and policy
anal yst with the Center for Food Safety and | nternational
Center for Technol ogy Assessnent in Washington, D.C. W
appreci ate your taking public input on these issues, and |
think this is a really useful forumto share ideas about the
ways in which LM3s present traditional sorts of plant-pest
ri sks and the ways in which perhaps they don't and the ways
in which those risks mght not be appropriately considered
within an | PPC cont ext.

Let ne give you a copy of a witten coment we

submtted that's got a lot of detail, and I won't go through
all of this. I'mjust going to sunmarize a few points from
it. | sent you that by e-mail. Attached to that coment
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11
with respect to this particular forumis also the comment
that we submtted about a nonth ago to a simlar forum
whi ch was set up for considering APHIS's position with
respect to IPPC as far as this new environnental -i npact
standard that is simlarly being developed. So |I think the
two issues are related, that is, ways in which IPPC s
conpet ence shoul d be expanded, shoul d be extended and
recogni zed in broader areas and ways perhaps in which it
shoul dn' t .

So the gist of our witten comment, though, is
that, and et me preface this by saying that | was a little
bit upset that | didn't hear you nention the other
i nternational body that needs to be considered with respect
to this issue, which is the CBD, sort of up-and-com ng,
Cart-in-hand Protocol on Biosafety, which, of course, has
primary conpetence to i ssue LMO standards.

This is going to be your challenge, it seens to
me, is to define those areas which the | PPC shoul d be
addressing and those areas which really belong to the
Bi osafety Protocol to address. W've tried to go through in
detail in our conment areas in which your exercise, as you
called it, mght be a useful thing.

And don't get me wong. |I'mnot criticizing this
process as a whole. In fact, | think it's great. | think
that what we need to see is greater cooperation between
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12
t hese international agencies that nmay have sone overl appi ng
jurisdiction in sone areas. |It's not unconmon in the
federal government to see overl apping i ssues of conpetence
and jurisdiction. O course, you have to iron those out.

But | think in particular where there is a
positive synergy that's developed in this dialogue is with
respect to capacity building to ensuring that countries |ike
I ndi a and ot her devel opi ng countries do have the capacity to
address both traditional sorts of non-LMO pl ant-pest risks
and LMO sort of uniquely LMOrisks. And as you know, it may
be the official sane |line people | ooking at both risks.

And to the extent that the | PPC and Bi osafety
Protocol can cooperate and assi st devel oping countries in
the capacity to | ook at both sorts of issues, that's great.
To the extent that there is dialogue between the two bodies
and the parties and the secretariats to both groups, that's
great. To the extent that you all officially recognize each
ot her's conpetence, we support that.

But where we run into problens is the idea that
the I PPC s body that you are tal king about, this
del i berative body that's getting together in Septenber, is
going to be laying out in great detail what the LMO risks
m ght be. If you consider risks beyond sort of traditional
pl ant - pest risks and invasive-species-type risks that the
| PPC is used to dealing with, and | tried to |ay out sone of
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the distinctively LMOtype risks that really belong to the
Bi osafety Protocol in the comment. And | hope you recogni ze
those, and |"msure this is going to be an interesting
di scussi on because | don't think the I PPC either has the
capacity or the interest to really junp in and start getting
into all of the technical detail on LMOrisks. Maybe they
do. | don't know. They have got enough probl ens already
wi thout junping entirely into the whole LMO-risk field.

| just listed a fewthat | think are clearly
beyond | PPC conpetence, and those include the concept of
unstabl e, inserted genes in LM>s that m ght junp from
species to species, which is not a negligible risk in sone
cases. It seens to nme far beyond I PPC sorts of issues,
al though it m ght conceivably be considered by sone
definition to be plant-pest risks. Simlarly, this concept
of genetic contam nation of organic and non- GMO crops m ght
be considered a plant-pest risk, but really it's the sort of
risk that is clearly within the Biosafety Protoco
conpet ence to devel op

CGene flow fromLM3s to wild relatives, protection
of centers of crop origin fromLMO contam nation, issues
deal with how to address resi stance nanagenent for protected
pl ants such as BT corn, resistance nmanagenent. You coul d
call that a plant-pest risk, but really it's the sort of
broader biosafety issues that the Biosafety Protocol was set
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up to address, not the | PPC

And then, of course, there's issues related to
allergenicity or toxicity of LM, such as the Starling
di saster, which you clearly don't want to get involved in,
and so on. So we put those in the coment with sone support
for the fact that these issues are not trivial, and they
need to be recogni zed as serious risks that belong to the
Bi osafety Protocol.

Let nme try to finish up here. I'mranbling a bit.
These issues cone up at the federal level, too. It's not
just an international situation. They couple up at the
federal |evel, too. How do we divide conpetencies between
t he agenci es?

Let's take the exanple of one critter, a
genetically engi neered nosquito, which is happening. There
is research on genetically engi neered nosquitoes, and they
m ght present two sorts of risks. They could present an
ani mal - di sease risk and a human-di sease ri sk, and at the
federal |evel we divide the analysis of those risks anongst
t he appropriate agencies, where USDA APHI S | ooks at the
ani mal - di sease risk, particularly VS and your biotechnol ogy
groups. Bob Rose is here. He |ooks at those sorts of
risks. And as far as the human-di sease risk, APH S stays
out of it, and that belongs to the Public Health Servi ce,
DHHS. The sane sort of division of issues has to occur on
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this topic.

So, again, the agencies should recogni ze each
ot her's conpetence, encourage cooperation and so on, but
don't step on each other's toes. That's the gist of the
comment, and I'mglad to answer any questions or anything.
Thank you.

M5. CRAGHEAD: Thank you. The next registered
speaker is M chael Hansen

MR HANSEN. Hi. M nane is Mchael Hansen, and
"1l spell it. 1t's HA-NS-E-N, just in case. And |I'm
representing Consuners Union and the Consuner Policy
Institute of the U S. And | guess we just have a few
comments we would like to make. They are sort of along the
lines of what M. Jenkins said.

We do think it is a positive first step that this
nmeeting is being held and that there is sone consideration
bet ween the | PPC and the Convention on Biological Diversity.
And in ternms of them working together, | noticed that there
was a neeting in Thailand in February where the secretariats
for both sort of got together and tal ked about devel oping a
detail ed standard specification.

W have sone of the same concerns that the Center
for Food Safety does, and | think one of the first things
the U S. should recognize is, yes, there probably are parts
of the plant-pest risk that are appropriate for the
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international, for IPPC to cover because it does have
international standing. But | think there does need to be
an explicit recognition that the environmental issues raised
by genetically engineered plants or LM3s are wi der than just
pl ant - pest ri sks.

So while it mght be appropriate for the IPPC to
devel op this standard, they should realize that there are
environnmental inplications that are outside of the plant-
pest risks. So that neans they wouldn't be taking the whol e
ball where they woul d be saying these specifications wll
deal with all risks of LM3s. It would just be for the
narrow, plant-pest-associated risks, the risk that they
m ght beconme a weed or be invasive, those characteristics.

But some of the other considerations that people
have, sonme of the instability of transgenic organisns, the
hori zontal gene transfer -- sonme of those nay overlap if the
traits being noved do have an inpact on or bear on pl ant-
pest risks, but others of themreally don't.

And so | think that the U S. and these agencies
shoul d realize that the universe of environnental effects is
| arger than just the plant-pest risks and that both the CBD
and | PPC shoul d carve out and say, okay, these are the parts
that are appropriate for IPPC, and these are the parts that
are appropriate for CBD. And | think that needs to be done
in consultation with the secretariats fromboth getting
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t oget her.

However, | do notice one thing that m ght be
useful in ternms of the issue of genetic contam nation, is I
noticed in the pest-risk analysis that has to be done for
pl ant pests under the IPPC there is all of this
consi deration of econom c inpacts. Now, sone peopl e have
brought up the concern with transgenic organisns that if
t hey have an inpact on centers of diversity, some of those
i npacts you can't necessarily put into an econom c nunber.
What ki nd of value do you put on contam nation, for exanple,
of teosinte in Mexico with transgenic genes? There is a
guestion of what its ecol ogical inpact could be, but there
is also -- it's really hard to put any kind of nonetary
figure on that.

So that's why sone people were concerned that if
you just focus on econom c considerations, you will |ose
t hi ngs, but on the pro side, with the econonic
considerations, since that's one thing that's very well
wor ked out under the IPPC, that m ght be a way to nove
forward for the marketing aspects because one thing that's
uni que about engineered plants is since there is now a
gl obal trade, and there are countries that want CE-free
products or products with no detectable GE contam nati on,
then that neans for countries that are not grow ng
transgenic organisns, if they decide to inport sone, then
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the gene flow that will happen when these crops are planted
in those countries to neighboring crops that are not
engi neered coul d have a negative econom c inpact and prevent
either their novenment in international trade or prevent them
frombeing | abeled as non-GMO. So that's an econom c i npact
that I think m ght be sonething appropriate for the IPPC to
| ook at under the pest-risk-analysis standard.

Now, | realize that that's a little bit of the
stretching of the concept -- well, probably not really
because normally what they are thinking is that you bring in
sone plant that's not native, and it escapes and, | guess,
causes conpetition with some crop, thereby causing an
econonm ¢ damage. Well, | think we need to start considering
wi th engi neered crops that general flow does a very simlar
thing, just froma strictly econom c sense because rat her
than in a biological sense this plant pest comng in and
di spl acing crops so you can't physically sell them and
havi ng an econom c i npact that way, the way engi neered crops
have an econom c inpact is sinply through pollen flow and
t hrough the novenment of these transgenes into nontransgenic
Crops.

So that m ght be one thing that | think should be
| ooked at in nore detail, since there is this whole strong
econoni c-anal ysis part of the plant-pest risk, that's one
thing that I think should be dealt with at the open-ended,

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

19
expert working group, is to lay out the econonic
considerations nore fully in doing a pest-risk analysis for
the entry of a transgenic organism And you are going to
have to start changing or nodi fying other things because |
noti ced here that when you | ook at plant-pest risks, they
tal k about how you have to | ook at the risk of novenent, and
that's basically just based on the biol ogical
characteristics of the organi sm

But with transgenic organisnms, that's not really
true because you will have humans who will be wanting to
pl ant those when they get approved for use in a country, so
t he nechani sm of spread won't be based just on the
bi ol ogi cal characteristics of the plant, but they are based
on humans sort of trading themand noving them So | think
it will entail sort of an expansion of your traditional
pest-risk analysis, but I think it can be done.

And so, in sum | would |like to say we do support
nmoving forward with this open-ended, expert working group
nmeeting and with the devel opnent of a standard, but the nost
inmportant things are | think there has to be a recognition,
nunber one, that not all environnmental inpacts of transgenic
pl ants, or LM3s, are plant-pest inpacts.

Pl ant - pest inpacts are a subset environnent al
i npacts of all of the environnental inpacts of LM3s. And |
think this nmeeting should work out in conjunction with CBD
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what the appropriate universe is of the plant-pest risk for
the LM3s, devel op a standard based on that, and then
explicitly say that the other areas should be dealt with by
CBD, and further, we would |ike to see a strengthening or a
further devel opnent in the pest risk assessnent that needs
to be done, a fuller devel opnent of using the economc
consi derations for the unique sort of econom c inpacts that
LMOs can have via gene flow. Thank you very nuch.

M5. CRAGHEAD: Thank you for your coments. CQur
next regi stered speaker is Leah Porter.

M5. PORTER: Good norning. M nane is Leah
Porter, and | represent the American Crop Protection
Associ ation. W welcone the opportunity to be part of this
neeting. W have witten comments, which I'Il just read
excerpts from

We wel cone the opportunity to comment on the
devel opnent of an international standard concerning the
pl ant - pest risks associated with [iving nodified organi smns,
or LM3s. W encourage APHI S's participation as part of the
expert working group under the auspices of the International
Pl ant Protection Convention, |PPC, given |IPPC s recognition
by the Wrld Trade Organi zati on.

As the IPPC s Interim Conm ssion on Phytosanitary
Measures conmences its work, we would like to enphasize the
following. Evaluation of all LMOs should follow a
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sci ence-based, transparent, and tinely risk-assessnent
par adi gm

An LMO shoul d not be assuned to be a plant pest
unl ess the risk assessnent, one that utilizes |IPPC standards
or an endorsed equival ent, concludes that phytosanitary
consideration is nmerited. A discussion of LMO or products
of nodern bi otechnology within the | CPM standard-setting
efforts nmust be within the context of seeds for planting
pur poses. A discussion of LMOs or products of nodern
bi ot echnol ogy within the | CPM standard-setting efforts nust
avoid the incorrect notion that seeds that are derived using
noder n bi ot echnol ogy are by definition plant pests.

A di scussion of LM3s, products of nodern
bi ot echnol ogy within the | CPM standard-setting efforts, nust
appropriately assess benefits and potential environnental
i mpacts within a science-based franmework.

Transboundary or international novenent of seeds
derived using nodern biotechnol ogy should use the existing
i nvoi cing system wth the necessary changes rather than
requiring a phytosanitary certificate for each shipnent.
Once an inporting country has conducted a required risk
assessnment on a transgeni c event and granted approval,
transboundary shi pments shoul d not require approval of the
i mporting country prior to each shipnent.

Thank you for giving the Amrerican Crop Protection

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

22
Associ ation the opportunity to comrent.

M5. CRAGHEAD: Thanks very nmuch for your comments.
Qur final registered speaker is Faith Canpbell.

M5. CAMPBELL: Thank you. M nane is Faith
Campbell. 1'mw th American Land Alliance, an environnental
organi zation that represents grassroots groups across the
country. W also appreciate the opportunity to be here. W
were unable to participate at the March neeting.

Anerican Land urges APH S to ensure that the | PPC
proceeds with great caution in exploring devel opnment of an
i nternational standard for LM3Os, and | was not happy to hear
of the 2004 goal. | think that's far too earlier.

First, you nust carefully coordinate with the CBD
as everyone else has said this norning, or virtually
everyone el se, and that is going to take sone negotiation
and working not just between the two secretariats, but anong
the parties and anong the vari ous agencies within each
government that is party to one or both of these neasures.
It's not going to be that easy to devel op true cooperation
on this issue.

Second, | think the IPPC | acks expertise in many
of the crucial conponents of a truly science-based
eval uation of LM3s. The IPPC s current risk-assessnent
process is already under criticism certainly by ne and
scientists with whom| work, and explicitly in the
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i nvasi ve-speci es area by the I UCN gui delines on invasive
speci es and those under consideration by the CBD parti es.
And if these risk-assessnent criteria are inadequate for
i nvasi ve species, as | and others believe, they surely wll
be inadequate for LM3s. So | think there is a need for nuch
caution and consi derably broader consultation and rethinking
of the whol e process.

| reconmend that the | PPC base any LMO standard on
t he concl usions drawn by the Royal Society of Canada in the
report it issued in January. There is a reference in ny
witten statenent to that report. The Royal Society
recommended that comercial use of any LMO be deferred until
after testing of the specific GEline in six areas: the
genone, the transcript, the protein, the netabolite, the
heal th inpacts, and the environnental inpacts.

Regul ators nust rely on data from enpiri cal
studi es rather than assunptions based on hypot heses, and
countries should be encouraged by the I PPC and others to
subj ect their analyses to peer review and to take care to
avoid conflict of interest within the regul atory agency.
These studi es nmust eval uate each genetic line, again, in the
context of the ecosystens, whether managed, such as
agricultural, or natural, into which the introduction is
proposed or into which it mght slip as a result of being
intentionally introduced into one or the other. A crop
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i ntroduced into a nanaged ecosystem can have inpacts on
near by natural systens, and no analysis is adequate w t hout
| ooki ng at those.

Now, sone may consi der these studies duplicative,
but I don't think they are, and we al so need to | ook at the
risks frompleiotropic effects, and that is one area where |
see very little attention donestically, and I would assune
that would follow in the international arena as well.

Such detailed studies are called for, according to
t he Royal Society of Canada, whenever there are sone
scientific data, although inconpletely, contested, or
prelimnary, or plausible scientific hypotheses or nodels,
even though contested, that establish a reasonable, prima
facie case for the possibility of serious harm and there is
significant uncertainty.

An underlying principle here is that we need to do
a better job of managing the risks associated with this new
technol ogy than we did the risks, for exanple, with chem ca
pesticides. W don't want to be in the sane situation 50
years fromnow of trying to clean up after ourselves because
we weren't adequately careful beforehand.

Now, | believe these principles point to an | PPC
standard that encourages each country to consider the
potential risks and benefits fromits own ecol ogi cal and
soci al perspective before deciding whether to all ow
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inmportation. It allows countries to require woul d-be
importers of LM>s to conduct or pay for the rel evant
enpirical studies on which this assessnent nust be based but
recogni zes countries' differing abilities to adopt and
enforce regul ati ons.

| would |ike to enphasize this. Regulations
witten on the assunption that everyone is going to behave
correctly are unrealistic. Regulations that assune that
regul atory bodies will find out quickly that sonething has
gone wong are unrealistic. Regulations that assune that
m st akes can be cl eaned up afterwards are borderline
unrealistic or perhaps not even borderline. Al of these
factors need to be considered, and any | PPC standard needs
to put that warning in place, | believe.

And, finally, | join M. Jenkins in calling for a
real enphasis on technical and financial assistance in
hel pi ng countries develop their capacities. | don't think
any country, including this country, has an adequate
capacity, but 150 other countries have severely worse
capacities than ours, and nothing is going to work right if
that isn't inproved.

Potential negative inpacts from GE organi sns or
LMOs include, but are not Iimted to, escape of the gene
fromthe crop into other rel ated species, the inpacts of
i nserted pesticides on food webs and ecosystem processes,
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t he repercussi ons of pests devel opi ng resi stance, enhanced
i nvasi veness of the LMOor its relatives in both natural and
managed systens, and certainly study of this issue in
natural systens |ags far behind the study in managed
systens, the inpacts of other genetically induced changes,
and the environnmental inpacts from managenent technol ogies,
such as sterility and increased use of herbicides to control
LMOs and prevent their escape.

Again, all of these potential risks need to be
eval uated for each line in the context of each environment
in part because of the risks frompleiotropic effect, and
t hese eval uations nmust occur before the LMO is approved for
use, not as sone adaptive managenent process afterwards.

| concur with a remark nade a little earlier about
the great risks of introducing LM into centers of origin
or diversity for the particular kind of crop that is being
dealt with, and | think the I PPC needs to highlight that and
work very hard on that problem

In short, I think that this whole process is going
to take a ot longer than two or three years. It should
take | onger than two or three years, both because of the
requi renent for dialogue and the many unanswered questions
that need to be addressed. Thank you.

M5. CRAGHEAD: Thank you. That's the end of our
list of registered speakers. Does anyone have a prepared
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statenent that they would like to give?

MR SWSHER Yes. The Anmerican Seed Trade.

M5. CRAGHEAD: We'll go with the phone.

MR. SW SHER. Ckay.

M5. CRAGHEAD: Can you state and spell your first
and |l ast name and give your affiliation before you start
your comment, please?

MR SWSHER  Sure. This is Kent Swisher, K-E-N-T
SWI-SHER wth the Anerican Seed Trade Association, and
we have al so provided witten comment as well. Can you hear
me okay?

MS. CRAGHEAD: Yeabh.

MR SWSHER. Ckay. |'Il proceed. The American
Seed Trade Associ ation, or ASTA, appreciates the opportunity
to provide comrents today on the devel opnent of
i nternational standards concerning the plant-pest risk
associated with LM3>s. In general, ASTA cautiously endorses
such standards, devel opnent processes under the auspices of
the I PPC. \Where one or nore international agreenents exi st
covering various areas, we believe that existing
i nternational organizations and nmechani sns shoul d be used
wher ever possible instead of the establishnment of new
organi zati ons or procedures or both.

The obj ectives and nechani sns of the | PPC and of
other international treaties can coexist and conpl enment each
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other. At the sanme tinme, we al so want to enphasize that
duplication should be avoi ded whenever possible.

By way of background, founded in 1883, ASTA is one
of the ol dest trade organizations in the United States. |Its
menber shi p consi sts of around 900 conpani es involved in seed
production and distribution, plant breeding, and rel ated
industries in North Anrerica. Its mssion is to enhance the
devel opnment and prenovenent of quality seed worl dw de.

Many of ASTA's nenbers, |arge and snmall, are
engaged in research-and-devel opment activities designed to
enhance the quality, variety, productivity, and availability
of agricultural seeds. Sone of this research involves the
use of nol ecul ar and ot her techniques for genetic
nodi fication. Although the industry still relies heavily on
traditional breeding nethods, such as hybridization, to
produce new plant varieties and to otherw se acconplish
desi rabl e genetic changes, the Association renmains commtted
to the devel opment and commercialization of all genetically
altered plants that conply with applicable federal and
i nternational |aws and regul ati ons.

ASTA and its nenbers have a |ong-valid
relationship with organi zati ons involved in inplenenting the
|PPC, a nultilateral treaty devel oped in 1952. ASTA has
cooperatively worked for many years with bodi es such as
regi onal plant-protection organizations in the devel opnent
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of standards and other criteria to prevent the spread and
i ntroduction of plant pests on plants and plant products and
pronote nmeasures for their control

| PPC, therefore, can be the appropriate forumfor
t he devel opnent and application of harnoni zed, phytosanitary
neasures and the el aboration of international standards.

The I PPC s scope is to, and | quote fromArticle 1.1,
"conmmon and effective action to prevent the spread and

i ntroduction of pests of plants and plant products and to
pronote neasures for their control."

This broad nature of |IPPC s nandate governi ng
plants is not limted to cultivated plants, and protection
is not limted to direct danage from pests. The coverage of
the 1 PPC i ncl udes weeds and other articles that have
indirect effects on plants. The scope of the convention,
therefore, already applies to the protection of wild flora
that make an inportant contribution to the conservation of
bi ol ogi cal diversity.

A particularly inmportant aspect of the IPPCis
that it involves a collaboration with other organizations to
avoi d duplication and encourage harnoni zation for the
i npl enentation of obligations of other instrunments.

G ven this overall mandate, it is not surprising
to us, and, indeed, it nay be appropriate, that |PPC address
pl ant - heal th i ssues that m ght be presented by LM3s or other
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products of nodern biotechnology that fall within the scope
of the IPPC. Indeed, existing national mechani sms and ot her
structures for phytosanitary neasures can perhaps help serve
as a nodel for devel opi ng approaches for managi ng ri sks
associated wwth LM and ot her products of nodern
bi ot echnology. It is our view that the plant-pest risks
associated wwth LM can fall clearly within the scope of
the I PPC, as do invasive species and quarantined pests. On
the other hand, not all seeds that may be considered LM
are necessarily plant pests or pose plant-pest issues.

One of the main reasons why we cautiously endorse
the use of I PPC nmechanisns is that | PPC plays a key role in
trade. It is recognized by the Wrld Trade Organi zation in
t he Agreenent on Application of Sanitary and Phytosanitary
Measures as a source of international standards for
phytosanitary neasures affecting trade. Since phytosanitary
nmeasures, by their very nature, may result in restrictions
on trade, the WIO SPS agreenent specifies which factors
shoul d be considered in the assessnent of risks involved,

t hus reducing the possible arbitrariness of phytosanitary
standards and ensuring consi stent decision-nmaking.

Phyt osanitary nmeasures to protect the health of
pl ants nust be based as far as possible on the analysis and
assessnment of objective and accurate scientific data. In
ot her words, countries must establish SPS neasures on the
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basis of an appropriate assessnent of the actual risks
i nvol ved. The WIO- SPS Agreenent al so encourages the
governnent to select those neasures that are not nore trade
restrictive than required to neet a particular health
obj ecti ve.

The adoption of IPPC s standards in accordance
with the WO SPS Agreenent, therefore, can help ensure that
phytosanitary and ot her standards are not abused for
protectioni st purposes, resulting in unnecessary barriers to

international trade. Thank you

*( Tape 1B)

M5. CRAGHEAD: Does anyone el se have a prepared
statenent they would like to give at this tinme?

M5. BURROWS: | have a fewremarks | would like to
give. This is Beth Burrows on the phone.

M5. CRAGHEAD: kay. Are they questions or
remar ks?

MS. BURROWS: Renarks.

M5. CRAGHEAD: kay. Go ahead, Ms. Burrows. WII
you state and spell your nanme and give your affiliation,
pl ease?

M5. BURROAS: My nanme is Beth, B-E-T-H, Burrows,
B-URROWS. I|I'mwth the Ednonds Institute, a
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public-interest, nonprofit group in Ednonds, Washi ngton,
and, | believe, the only speaker of whomI|'m aware who has
participated actively in the negotiations of the Biosafety
Protocol of the Convention on Biological Diversity. The
Ednonds Institute is especially happy to hear so nuch
concern with science-based neasures and so nuch concern with
econoni ¢ consi derations subsequent to the introduction of
LM3s into ecosystens.

In sonme respects, this represents a new direction
for the United States. Having recently returned from
di scussions in Cuba under the auspices of the CBD on
bi osaf ety capacity building, it was noted by many of those
in the Third World that they were actively seeking help in
bi osaf ety capacity buil ding.

And so the Ednonds Institute is especially happy
to hear that the United States is so concerned to raise the
capacity of others in biosafety and hopes that this inplies
that the United States will give nuch greater investnent,
certainly than was evident at the neeting in Havana, in
bi osaf ety capacity building in the Third Wrld so that,
hearing ny coll eague fromthe Anerican Crop Protection
Associ ation and others, so that we will not have
unscientific or lack of conmpetence in science
deci si on- maki ng made under | PPC.

We note, and agree with our colleagues, that it is
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very inportant that whatever transpires in the discussion
here be coordinated with the CBD. However, the Ednonds
Institute would recomrend that this not be conposed of
nmerely inviting the two secretariats to get together. As
|"m sure everyone there is aware, the Biosafety Protocol, as
are the rules that we are discussing here today, is stil
under negotiation to a large extent as it noves toward a
moment in time when it may be inplenented. | would hope
that the United States would continue to send a fuller
del egation to those deliberations so that we nay not at the
end wind up with two bodies with different conpetence in
bi osaf ety and no agreenent as to howto settle their
di sagr eenent s.

W woul d invite everyone to notice that both our
nmovi ng processes and both often occur in different
mnistries, which creates an even greater role for the
United States not only to raise capacity throughout the
world in environmental mnistries, but also in agricultural
mnistries. And we hope that the United States, with its
great concern for science-based assessnent, wll take up
that challenge, lest we sinply force countries to | eave out
LMOs al t oget her because of lack of ability to nake a
sci ence- based deci si on.

Finally, we welcone very nmuch the discussion
focused on econom c considerations, and we hope that this
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will nmean a new sign that the United States is prepared to
support in the CBD and ot her places soci oeconom c
considerations in the decision making around bi osafety.
Thank you very nmuch for arranging to have phone connections
so those of us in other places can access this neeting, and
we | ook forward to your further deliberations.

M5. CRAGHEAD: Thank you for your coments. Any
ot her prepared statenments, remarks? Okay.

Before we start with questions, | just want to
rem nd you of sonething that | said in the opening renarks,
that is, the panelists will provide clarification or
addi ti onal background information. GCkay. So if there are
any questions, please cone up to the hot seat and talk into
t he m ke.

MS. BLAUSTEIN. Thank you very nuch for this
opportunity. M nane is Rich Blaustein, B-L-A-US-T-E-1-N
and I'ma consultant to Defenders of Wldlife. 1| followthe
CBD and al i en-speci es issues.

| have just a question for Dr. Enright. | read
the transcript for the neeting in March, and that was before
the April ICPM neeting, and | went through the report of the
ICPM | wasn't here for the March neeting, but | read the
transcript, nost of it, because | just heard about the
nmeeting recently. And in the April report there is quite a
bit that's relevant, but strongly so woul d be Appendi x 13,
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whi ch woul d be the statenents of the | CPM expl oratory,
open- ended Wrking G oup on the Phytosanitary Aspects of
GVs, Biosafety, and |Invasive species.

There is much in that annex that shoul d be
encouraging, calling for the I PPC working together with the
CBD. O course, there is the standard talk of the
secretariats working together and consulting. But, for
exanple, in alien species there is a recollection of Article
8(h) by the IPPC. And I will further nention a specific one
that caught ny interest. Nunber 32 of Appendix 13
recommends the CPM work with the CBD and ot her rel evant
bodi es to devel op and deliver appropriate prograns that neet
the needs of countries in regard to common areas of
interest.

My question is, in the context of this report,
this appendi x, what's the inpressions of the process of
clarification in relationship, and what can we expect on the
cal endar in the next year, clarification for sone of the
points raised fromsone of the earlier speakers, too?

MS. ENRI GHT: Thank you for your question. | was
going to conme back to this issue of consultation. W
recogni ze that in order for an LMO standard under the |PPC
to be credible and be worthwhil e and have sone utility for
countries, that the IPPC and the CBD, or the ICCP, as it is
now, the Interim Comm ssion for the Cartagena Protocol, are

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

36
going to have to consult. |It's expected that at this
Sept enber neeting two of the bureau nenbers of the I CCP, the
I nteri m Conm ssion on the Cartagena Protocol, will be in
attendance. So we're not at all thinking that this is the
| PPC going it alone. That would be foolish.

One of the reasons, in addition to the fact that
there is the Cartagena Protocol out there -- it hasn't
entered into force, but steps being nade with regard to its
i npl enentation. W have that agreenent, and we will all
have to operate under that agreenment. But we also are very
wel |l aware that mnistries of agriculture are now aware that
they will be in many, many countries responsible for
i npl enenting the obligations under the Cartagena Protocol.

Al t hough they may not have had a primary role in
their countries in the negotiation of the protocol,
mnistries of agriculture have existing nechanisns and
systens to deal with in this case phytosanitary issues
related to LM3>s, and the onus is going to be on themto
adopt or anend those nechanisns so that they can inpl enent
t he appropriate obligations under the Biosafety Protocols.

So there has got to be a synergy there between, as
Ms. Burrows was saying, the CBD and the | PPC, but also
within country, and we don't have an inpact on that, but
mnistries of environment and mnistries of agriculture. |
think those two things are a given for us.
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MR. BLAUSTEIN. Can | ask? Septenber will be
the --
M5. ENRIGHT: OCh, the calendar. I'msorry. You

asked for future. What we woul d expect, then, under the

| PPC, and |I'm sorry about all of the acronynms -- | think we
could do better -- the IPPC, the International Plant
Protection Convention, the specification will then go to the

March nmeeting of the 1CPM the interimgoverning body of the
| PPC.

MR. BLAUSTEIN. March | CPM 2002.

M5. ENRIGHT: Right, 2002. That will be the next
step for the I PPC process. And with regard to Dr.
Campbel | ' s concern about the calendar, that is a target
date, and all of the activities under the IPPC are given
target dates so that they can be put on the work plan. W
certainly would agree with you that we wouldn't want to rush
a standard through just to neet a deadline. That wouldn't
be hel pful to anyone.

Wth regard to the Biosafety Protocol process,
woul d expect, and | can't speak for the bureau, but | would
expect that the bureau attendees at the Septenber neeting
will report back to -- here we go again -- the | CCP neeting
in Nairobi the first week of October. And so the
consultative statenments that | expect to cone out of the
Sept enber neeting | expect would be considered by those
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attending the Cctober neeting of the ICCP. And | don't know
what -- | knowit's very confusing -- I'msorry. But |
woul d expect the ICCP then to respond to the report that
will come fromthe Septenber neeting, the specification.

So with regard to chronol ogy, the Biosafety
Protocol part, interested groups will have a chance to react
to the Septenber neeting before the I PPC nenber countries
will. That will be the chronol ogy.

MR. BLAUSTEIN. If | can just add, the fact that
there is a Novenber neeting on environnmental inpact standard
for invasive species, that is going to be kept discrete from
t his.

M5. ENRIGHT: Yes. That's correct.

MR. BLAUSTEIN. Ckay.

M5. ENRIGHT: Wth regard to how that cane about,
and for those of you who weren't at the March neeting or
haven't followed all of the dialogue, the increased profile
of environnental concerns, the increased profile of |iving
nodi fi ed organi sns, nenber states in the | PPC wanted further
gui dance on both of those issues, the environnental concerns
that may be specific to invasives as well as the
envi ronnmental concerns that may be specific to LMOs,
recogni zing that the IPPC has to operate within its scope,
so we are limted to plant-pest risks.

W're not going to try to go out. That's out of
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our mandate and out of our scope. W wouldn't go beyond
that. Countries cane seeklng further guidance in their
assessment processes under each those unbrellas. Let ne
just make one clarification on your comrents about econom c
importance. If you |ook at the current PRA -- how this cane
about, I'mstill not quite clear, but econom c consequences,
t he assessnent of econonm ¢ consequences, includes
envi ronnment al consequences that nmay be of a nonnonetary
nature. And | know that the IPPC is working to make that
nore clear, that "econom c" just doesn't mean nonetary
consequences, but it includes nonnonetary, noncommerci al
consequences.

So with regard to the current status of the |IPPC,
countries have the ability or have the authority, if you
will, under the IPPC to performa risk assessnent for
i nvasi ve species and to performa risk assessnent for LM3s
shoul d they wish. However, they don't feel as though they
had enough gui dance.

What questions do we ask? What do we require from
an applicant? What are the risk-assessnent criteria that we
may want to be | ooking at under each of these unbrellas that
we don't |ook at under our traditional plant-protection
guar anti ne operations? So for that reason these two
processes were begun, one, the one you' re speaking about,

t he environmental risk-assessnent standard, which will neet
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in Novenber, and then the separate -- it met in August.
Right. And it will neet again in Novenber? No. That's the
standard commttee. I|I'msorry. It net in August. The
envi ronnmental risk-assessnent group net in August.

So in Novenber that work will go to the |IPPC
Standards Conmittee for review. Not finalization, just
review, just as an update as to how far they got in August.

And then the other process is then the risk assessnent for

t he LMOs.

M5. CRAGHEAD: Can you grab the m ke from where
you are?

M5. CAMPBELL: Yes. This is Faith Canpbell again.
Countri es seeking guidance; | understand why they are

seeki ng gui dance, and | think sone international guidance
woul d probably be useful. But guidance fromthe IPPC is not
advice. It becones the standard that the SPS agreenent
enforces, and that is what worries nme because advi ce,
particularly at this early stage of | PPC conpetence in both
the environnmental area and LM3>s, will suddenly becone the
standard that every other country either has to follow or it
has to cone up with a very good explanation why it's not
following, and that's what bothers nme. You had better do it
right because it's going to becone international |aw, and I
don't think in either one you're going to get there in two
years.
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M5. CRAGHEAD: Thank you. Are there other
guestions? Should we go to the phone? ay. A question
fromthe phone.

M5. BURROAS: Well, the phone has a coupl e of
guestions. Wy doesn't Dr. Hansen give his question, and
then I will know when he is done to give m ne?

M5. CRAGHEAD: Ckay. Thanks.

MR. HANSEN:. This is M chael Hansen from Consuners
Uni on again. The question | have relates to the neeting in
Septenber. Do we have a list -- two questions about that.
Can we get a list of who is attendi ng, nunber one; and
nunber two, are they going to permt any observers? 1Is this
a closed neeting, or will they permit any observers to
attend?

MS5. ENRIGHT: As far as | know, there isn't a |ist

of participants. Wen | |ast spoke with the secretari at,
they had a very informal list. Europe had not put forth any
names yet. |It's down time across the Atlantic right now

So they are expecting to have participation around 50 or 55

people. | don't know whether there will be avail able on the
FAO I PPC Wb site a list of participants. | certainly don't
have one that I'mable to give you one. Probably not. It

is an open-ended neeti ng.
Now, that means that if you would like to
participate -- I'mnot the FAO secretariat or the | PPC
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secretariat, but ny understanding of "open ended" neans that
if you would like to participate, you should contact the
secretariat and tell themof your interest. At the neeting
that we had in June 2000, observers were present, and they
made presentati ons when they were call ed upon or when they
felt the need to nake a renark.

MR. HANSEN: So that would entail just getting in
touch with Nick Van DeG aff, then. kay. Thanks.

M5. ENRIGHT: You're wel cone.

M5. BURROAS: This is Beth Burrows again fromthe
Ednonds Institute. Two questions, one a further
clarification to the question Dr. Hansen asked. 1Is it
possible for Dr. Enright to nmake available to at | east those
at this neeting a list of the pertinent neetings that wll
be occurring? It occurred to nme as she was |isting various
nmeetings that | was becom ng confused as to which neeting
was which, and it would be extremely hel pful to know which
nmeetings will be comng up and to have sone |ist avail abl e,
per haps even on a Wb site would be fine. That's ny first
guesti on.

M5. ENRIGHT: Sorry for the delay, Dr. Burrows.
" mjust checking with Narcy, who coordinates our Wb site,
to see if he could put it on there, put the list of neetings
on there, and, yes, he can. He will nake that avail abl e.

M5. BURROWS: Geat. And also in the case of
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nmeetings that are open ended, since not all secretariats
have the sane rul es about the neaning of "open ended," at
| east that's my understanding -- some require accreditation
to the body, and sone do not -- if you could further put on
t he cal endar who to contact if you want to go to the
nmeet i ng.

M5. ENRI GHT: Ckay.

M5. BURROAS: | would appreciate that. Thank you

My second, and this is a question to the whol e
commttee and naybe to people not on the commttee but who
will read the report of this nmeeting, again, to capacity
buil ding. Wen the United States took up this chall enge
that was offered it by your report in response to the
requests of countries, were there also noves in the United
States to find funds to enable these countries to raise
their capacity to do the kinds of assessnment we will be
advi si ng them about, whether we advise themrightly or
wrongly, conpletely or conpetently?

It's not sinply a matter of issuing a booklet,
here is how you do it. It requires a body of science and
training that may not, as | think Dr. Canpbell noted, may
not be available in the appropriate mnistry that is
addressing this. 1Is the United States prepared to help
these countries raise their capacity in biosafety by
investing in their infrastructures, or are you advising them
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to do so?

M5. ENRIGHT: Dr. Burrows, John Geifer is comng
over to the m crophone.

MR GREIFER. Let ne try to as best answer the
guestion. W do have ready resources depl oyed around the
world, APHI S does with its foreign service, and these are
pl ant - ani mal heal th specialists that do provide technica
assistance. And so we often don't always get the credit we
should for a lot of that work that we do overseas. It tends
to be right now nore traditional, the issues. W don't have
folks out there really that are as up to speed as we woul d
like themyet to be able to be providing technical advice
and assistance directly on LMO issues.

As far as the I PPC goes, this is a nmajor, major
topic, capacity building. And, of course, the question
al ways becones, are the resources available for that? The
| PPC operates on a shoe string budget right now W're
doing what we can to try to direct nore attention to the
i mportant activities that the I PPC plays, not only in plant
protection in a traditional sense, but also in sone new,
contenporary issues, such as LMO invasive species, et
cetera.

So we're working on trying to draw nore attention
not just within our own governnent, but also with other
governments as well because the decisions about directing
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FAO resources or resources with some of these other
organi zations, not a U S. decision. |It's going to be one of
working with other countries to agree on certain priorities
about how sone of that international noney needs to be
spent.

The first, just as a matter of, | think, the
i mportant work that we're doing with IPPCis to try to
devel op a diagnostic tool so that countries have a manner in
which to identify their real needs so that once noney does
becone available, if it beconmes avail abl e t hrough vari ous
sources, that we are not just throwi ng noney w t hout having
a clear idea of what specific needs these countries have.

Over the past two years, the New Zeal and
government put up noney to devel op a diagnostic tool for
countries to self-assess thenselves in the plant-quarantine,
pl ant -protection area. And so part of that diagnostic tool
does include trying to assess their strengths or their
weaknesses in terns of being able to assess pests. They
have the ability also to | ook at LMO products as well.

Ri ght now, the enphasis is on trying to get this
di agnostic tool in place, get it conpleted. |It's being
piloted with several devel oping countries to see if it's a
useful way for countries to determ ne what their true needs
are.

So we have a long way to go. The
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capacity-building issue is not unique to the IPPC, and
probably the biggest challenges in front of us are going to
be, as is obvious, is really going to be the question of
resour ces.

M5. BURROAS: | don't know if it's proper for ne
to make a remark in response to an answer to a question
asked. | need the chair's advice.

M5. CRAGHEAD: A quick remark, | suppose, would be
appropri at e.

M5. BURROAS: In the context of the Biosafety
Protocol, it was noted, particularly by devel opi ng
countries, that putting rules into place before peopl e have
the capacity to inplenent those rules or to understand how
those rules will affect themin their own countries is
extrenely problenmatic.

| would hope that the United States will not push
to get a rule in place before the biosafety capacity of
t hose whose jobs it will be to inplenent it in their country
i s high enough so that that inplenentation is sonething that
is, to use earlier remarks, science based and capabl e.

Thank you.

M5. CRAGHEAD: Thank you. | would just like to
interject, because | didn't do it earlier, that John Geifer
is the director of APHI S's trade-support team There was a
guestion on this side of the room Thank you for waiting.
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MR, KUBI CEK: |'m Quinton Kubicek, K-UB-1-CE-K,
with DuPont, and | have a request and a question. The
request conmes fromwhat seens to be a need for transparency,
and that was M chael Hansen's original question earlier in
the day rem nded ne of it. But at the March neeting we
could only recall a couple of countries that were asking for
this LMO standard. | recall India being one. The other one
couldn't be recalled, but it also seenmed to have been nade
-- the requests for these seemto have cone nore from
hal | way conversations rather than official intervention.

So in today's neeting it seens |ike this nunber of
countries, fromwhat seens to be personal anecdotal recall,
seens to increase. So perhaps my request is that the
m nutes of these neetings that are held also be put in
addition on the Wb site so that we coul d i ndependently | ook
at them | realize that nmany of the m nutes may not be
avai |l abl e, but rather than dependi ng on personal anecdot al
recall, if we could have the mnutes, or if they are
avai |l abl e, then we coul d i ndependently assess the nunber of
countries that are asking for these things or their
positions. And obviously, if there are hallway or even
bat hr oom conver sati ons, obviously those aren't official
m nutes, but neither they should reflect the m nutes.

And ny question is -- Narcy, | presune this would
be for you -- it was nentioned that for the NAPO standard to
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be a 60-day coment period. The questionis, will it also
be the sane 60-day coment period for Mexico and Canada, and
if not, will that conment period be |onger or shorter for
each of the countries?

MR. KLAG You're referring to the standard we
posed on the Wb site.

MR. KUBI CEK: The one that's com ng up.

MR. KLAG Yeah. The country consultation period
is the sane for all of the countries, yeah. And once that's
conpl eted, then we take the comrents and review them and we
i ncorporate themif possible or when necessary and then try
to nove toward a final standard.

MR KUBICEK: No. | understand that. The
guestion was whet her a 60-day for both Mexico and Canada.

MR. KLAG That's right. Yeah. As far as the
first comment on the minutes of the proceedi ngs of the
neeting, they are posted on the |IPPC Wb site. You can
obtain themthere. O course, that's the official mnutes
fromthe neeting. |It's, | guess, the consolidation of what
t he nenbers decided on, so it doesn't go into detail on who
brought what up exactly and who supported what. |It's just
what the final outcone is.

M5. CRAGHEAD: There was one other question on
this side. Ddyou want to ask it?

A PARTI CI PANT: It's answered.
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M5. CRAGHEAD: It's answered. Are there any other
guestions?
(No response.)

M5. CRAGHEAD: On the phone, any other questions?

MS. BURROAG:  No.

M5. CRAGHEAD: Great. Wll, thanks very much for
com ng today. W really appreciate all your comments, and
we hope you have a really good day. Thanks for com ng.

(Whereupon, at 11:25 a.m, the neeting was
concl uded.)

11
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STATEMENT OF KENT SW SHER

The American Seed Trade Associ ation (ASTA) is providing

these conmments in response to the Federal Register notice

announcing a public nmeeting to solicit views on the

devel opnment of international standards concerning the plant
ri sks associated with LM>s. 66 Fed. Reg. 39136 (2001). 1In
general , ASTA cautiously endorses such standards devel opnent
processes under the auspices of the IPPC. \Where one or nore
i nternational agreenents exist covering various areas, we
believe that existing international organizations and
mechani snms shoul d be used wherever possible, instead of the
establ i shment of new organi zati ons or procedures, or both.
The obj ectives and nechani sns of the | PPC and of ot her
international treaties can coexist and conpl enment each
other. At the sanme tinme, we al so want to enphasize that
duplication should be avoi ded whenever possible.

By way of background, founded in 1883, ASTA is one
of the ol dest trade organizations in the United States. Its
menber shi p consi sts of about 900 conpani es involved in seed
production and distribution, plant breeding, and rel ated
industries in North Anrerica. |Its mssion is to enhance the
devel opnment and free novenent of quality seed worl dw de.
Many of ASTA's nenbers, |arge and snall, are engaged in
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research and devel opnent activities designed to enhance the
quality, variety, productivity, and availability of
agricultural seeds. Sone of this research involves the use
of nol ecul ar and ot her new techni ques for genetic
nodi fi cation, although the industry still relies heavily on
traditional breeding nethods such as hybridization to
produce new plant varieties and to otherw se acconplish
desi rabl e genetic changes. The Association remnains
committed to the devel opnment and commercialization of al
genetically altered plants that conply with applicable
federal and international |aws and regul ati ons.

ASTA and its nenbers have a | ong and val ued
relati onship with organi zations involved in inplenenting the
| PPC, a nultilateral treaty adopted in 1952. ASTA has
cooperatively worked for nmany years with bodi es such as the
regi onal plant protection organizations in the devel opnent
of standards and other criteria to prevent the spread and
i ntroduction of plant pests of plants and plant products and
to pronote neasures for their control. [|PPC, therefore, can
be the appropriate forumfor the devel opnent and application
of harnoni zed phytosanitary nmeasures and the el aboration of
i nternational standards.

The I PPC s scope is to secure "comon and
effective action to prevent the spread and introduction of
pests of plants and plant products and to pronote neasures
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for their control ..." (Article 1.1). This broad nature of
the I PPC s mandate governing plants is not limted to
cultivated plants, and protection is not limted to direct
damage from pests. The coverage of the |IPPC includes weeds
and other articles that have indirect effects on plants.

The scope of the Convention therefore already applies to the
protection of wild flora that nmake an inportant contri bution
to the conservation of biological diversity.

A particularly inportant aspect of the IPPCis
that it involves the collaboration with other organizations
to avoi d duplication and encourage harnoni zation for the
i npl enentation of obligations of the other instrunents.

G ven this overall mandate, it is not surprising to us,a nd
indeed it may be appropriate, that the | PPC address pl ant
heal th issues that m ght be presented by LMXs or other
products of nodern biotechnology that fall within the scope
of the IPPC. Indeed, existing national mechani sms and ot her
structures for phytosanitary neasures can perhaps help serve
as a nodel for devel opi ng approaches for managi ng ri sks
associated wwth LM and ot her products of nodern

bi ot echnology. IT is our view that the plant pest risks
associated wwth LM can fall clearly within the scope of
the I PPC, as do invasive species and quarantined pests. On
the other hand, not all seeds that may be considered LM
are necessarily plant pests or pose plant pest issues.
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One of the main reasons why we cautiously endorse
the use of | PPC nmechanisnms is that the | PPC plays a key role
intrade. It is recognized by the Wrld Trade Organi zation
(WO in the Agreenent on Application of Sanitary and
Phyt osanitary neasures (the WO SPS Agreenent) as a source
of international standards for phytosanitary neasures
affecting trade. Since phytosanitary standards, by their
very nature, may result in restrictions on trade, the WO
SPS Agreenment specifies which factors shoul d be consi dered
in the assessnment of risk involved, thus reducing the
possi bl e arbitrari ness of phytosanitary standards and
ensuring consi stent decisionmaki ng. Phytosanitary neasures
to protect the health of plants nust be based as far as
possi bl e on the anal ysis and assessnent of objective and
accurate and scientific data. |In other words, countries
nmust establish SPS neasures on the basis of an appropriate
assessnent of the actual risks involved. The WO SPS
Agreenment al so encourages governnents to sel ect those
nmeasures that are not nore trade restrictive than required
to meet a particular health objective.

The adoption of |IPPC standards in accordance with
the WIO- SPS Agreenent therefore can hel p ensure that
phytosanitary and ot her standards are not abused for
protectioni st purposes, resulting in unnecessary barriers to
i nternational trade.
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STATEMENT OF PETER T. JENKI NS

The Center for Food Safety (CFS) is pleased to
submt comments on the devel opnent of an international
standard concerning the plant pest risks associated with
living nodified organisnms (LM3s). CFS is a nonprofit,
menber shi p organi zati on established in 1997 to address the
i ncreasi ng concerns about the inpacts of our food production
system on human health, aninal welfare, and the environment.
W believe it is vital that the IPPC s approach to LM3s nesh
well with the Convention on Biological Dversity (CBD)
Cartagena Protocol on Biosafety. The parties and
secretariats of both international |laws clearly seek better
coordi nati on.

Backgr ound.

To sonme extent, LM represent a distinctive
subset of the issues pertaining to introduction of non-
native, potentially invasive pests. The nested relationship
of these topics has been repeatedly recogni zed. The Expert
Consul tation on | PPC-CBD Cooperation specifically stated
" sonme LMOs have the potential to be invasive species.”
Here are the words of the President of the General Assenbly
of the UN announcing this year's thene for International
Bi ol ogi cal Diversity Day as "Biodiversity and Managenent of
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| nvasi ve Alien Species":

Wiile it is a fact that non-native ani mal species
may be harnful to |and and crops, there are still
controversies and di fferences of opinion.
Cenetically engi neered species are anot her cause
for concern. Today, we already know of exanpl es
where genetically engi neered species pollute the
gernpl asns of the indigenous ones with dire
consequences.

The | PPC standard on plant pest risks should

acknow edge that two types of LM3s may exi st:

1. LM>s that in their nonnodified formwere
recogni zed plant pests. A good exanple is
the current USDA APHI S effort to rel ease (for
bi ol ogi cal control purposes) a genetically
nodi fied version of the pink bollwrm a
maj or cotton pest. In general, the
nodi fication of such species may increase,
decrease, or not affect the pest risk
presented by their rel ease.

2. LMOs that in their nonnodified formwere not
recogni zed pl ant pests but whose status may
have changed. A good exanple is herbicide-
resi stant canola, the genetic nodification of
whi ch increased the weedi ness of the plant,
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as an unwanted and difficult-to-eradicate
vol unteer. Again, in general, the
nodi fication of such species may increase,
decrease, or not affect the pest risk
presented by their rel ease.
To the extent that a proposed LMO novenent or
rel ease prevents invasiveness issues that nmay inpact the
environment, we note that the | PPC has a separate ongoi ng
process to prepare an expanded "environnental i npact
standard” in coordination with the CBD. Each of the
concerns that CFS expressed in its earlier comrent
(attached) related to that new environnental inpact standard
al so apply to potentially invasive LMXs. W further note
t hat standards for both nonnodified invasives and
potentially invasive LMXs. W further note that standards
for both nonnodified invasives and potential invasive LMs
nmust address prevention of both intentional and
uni ntentional introductions.
The parties and secretariat to the Biosafety
Protocol are the bodies of acknow edged primary conpetence
to el aborate specific LMO standards, which they are expected
to do in the future in full coordination with the |PPC.
Various LMO risk issues are far renmoved fromthe
pest/invasi ve species areas of |PPC conpetence, such as gene
"junping," resistance managenent for pesticidal crops, and
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so on (discussed below). Specific |IPPC standards related to
t hese LMO i ssues woul d not be hel pful, even though they
m ght be conceptualized as "plant pest"” issues in sone
senses. Such | PPC standards woul d cause confusion and woul d
not come fromthe body of greatest expertise. Further, the
parties, obligations, information nmechani sns, and ot her
procedures differ wi dely between the Biosafety Protocol and
the I PPC, such that each should draft the standards nost
within its area of conpetence, even though the coverage of
the | aws overl aps sonewhat.

Speci fi ¢ Recommendati ons

The foll owi ng points address the five announced
topi c areas of the proposed | PPC standard. Each of these
recommendations is consistent with the report of the Apri
2001 I CPM neeting (at paragraph 34), and each reinforces the
sensi bl e 1 CPM goal s of avoi ding duplication and encouragi ng
har noni zation with the Bi osafety Protocol

"1l. ldentifies the plant pest risks associ ated
wi th LM3s/ products of nodern biotechnol ogy. ™"

Rat her than seeking to list in detail or
characterize the I PPC view of all LMOrisks, the | PPC LMO
standard should state that a mmj or subset of the risks
presented by LM>s correspond with the pest/invasive species
ri sks al ready addressed in existing | PPC standards or in the
ongoi ng devel opnment of the expanded environnental inpact
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st at enent .

"2. ldentifies elenents relevant to the
assessnment of these plant pest risks."

Consi stent with the point made above, the | PPC
standard shoul d not address risk elenents of LM3s beyond the
maj or subset of risks that coincide with pest/invasive
speci es risks presented by nonnodified species. The
standard should indicate reliance on the Biosafety Protocol
to identify other risk elenments, to be done in the future in
consultation with the I PPC

"3. Considers existing international regulatory
framewor ks and gui del i nes. "

Here, of course, the standard should positively
reference the Biosafety Protocol as the appropriate primary
source for LMO standards beyond the pest/invasive species
ri sks di scussed herein.

"4. ldentifies areas within pest risk analysis
standards and ot her international standards for
phytosanitary neasures that are relevant to the
phytosanitary aspects of LMOs/products of nodern
bi ot echnol ogy. "

No other directly relevant pest risk analysis
st andards exi st beyond the | PPC and CBD standards on
pest/invasive species risks presented by nonnodified
speci es.
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"5. ldentifies the plant pest risks associ ated
wi th LM3s/ products of nodern biotechnol ogy that are not
adequat el y addressed by existing | SPMs."

Here, the I PPC standard can clarify that the
following risks (which mght in sonme conceptualizations be
considered as plant risks) |ie beyond existing | SPMs and
beyond direct | PPC jurisdiction and conpetence, and rest
primarily with the Biosafety Protocol:

- "junping of unstable inserted genes from LM3s

to ot her species (including possibly humans),

- genetic contam nation of organic and

conventional crops by LM3s,

- gene flow fromLM3s to wild relatives,

- protection of centers of crop origin fromLMO

genetic contam nation

- her bi ci de and pestici de resi stance nanagenent

for LMos,

- allergenicity and toxicity of LM3s,

- nodi fi ed vectors of plant diseases to the

extent they also may vector animal or human
di seases,

- soci ocul tural issues presented by LMs, and

so on.

The U. S. delegation to the I PPC should support the
continued synergy presented by these issues. Specifically,
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this means the inproved dial ogue anong the parties and
secretariats of both agreenents and, nost positively, the
much- needed capacity building for devel oping countries to
respond to "biosecurity" issues defined broadly.

St rengt heni ng resources, personnel, and scientific training
in devel oping countries to address LMO risks shoul d i nprove
their capacity to address pest/invasive species risk, and
Vi ce versa.

Pl ease contact ne if you have any questions
regarding this corment. Please provide the opportunity to
comment further on the draft standard when it is produced
and put nme on the list to receive any future conmunications

related to this effort.

Si ncerely,

Peter T. Jenkins

Center for Food Safety
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At t achment
Ron A. Sequeria, USDA
Dani el A. Fiesel mann, USDA
Re: Draft |IPPC Environnental |npact Standard
Dear Drs. Fiesel mann and Sequeira:

This is to reiterate the remarks | made verbally
at the useful public neeting held 7/24, and to add a few
rel ated comments. Thank you again for your interest and
i nvol venent in making the I PPC nesh with the decisions of
the parties to the Convention on Biological Diversity as
they inplenent Article 8(h) on alien species. Better
integration is clearly the intent of the Secretariats and
Parties to both international laws. International trade is
t he | eadi ng pat hway for unwanted invasives, and the IPPCis
inacritical position to facilitate the prevention of
future plant pests, which may cause further serious econom c
and environnental harm

Again, let ne stress the inportance of referring
to the A obal Invasive Species Programre (G SP) "d obal
Strategy," available online on the CBD website at
http://ww. bi odi v. org/ doc/ neeti ngs/ sbsttal/ sbstt a-

06/ i nformati on/ sbstta-06-inf-09-en.pdf, as well as to the

rel ated International Union for the Conservation of Nature
(I'UCN) Guidelines for the Prevention of Biodiversity Loss

Caused by Alien Species, online at
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http://ww. i ucn>or g/t hemes/ ssc/ pubs/ policy/invasi veEng. ht m
The CBD Parties have recogni zed both G SP and | UCN as
appropriate expert bodi es whose formal reports and
guidelines aid the inplenentation of CBD Art. 8(h), as the
party nations and other international bodies |like |IPPC
devel op rel ated standards. Thus, as a rudinentary nmatter,
t he environnmental standard devel oped by the | PPC shoul d
explicitly and positively reference the G SP strategy and
| UCN gui delines, as the CBD parties have done. Again, these
di verse, international expert bodies are not equivalent to

"the environnentalists,” as was suggested at the neeting.

Most relevant to your deliberations are the
foll owi ng sections fromthe | UCN Cui deli nes:

Section 5.1 on Principles:

"Intentional introductions should only take place
wi th authorisation fromthe rel evant agency or authority.
Aut hori sati on shoul d require conprehensive eval uati ons based
on biodiversity considerations (ecosystem species, genone).
Unaut hori sed introductions shoul d be prevented.

"The intentional introduction of an alien species
should only be permtted if the positive effects on the
envi ronnment outwei gh the actual and potential adverse
effects. This principle is particularly inmportant when
applied to isolated habitats and ecosystens, such as

i slands, fresh water systens or centres of endem sm"”
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And Section 5.2 on Unintentional Introductions:
"- ldentify and nanage pat hways |eading to
uni ntentional introductions. Inportant pathways
of unintentional introductions include: national
and international trade, tourism shipping,
bal | ast water, fisheries, agriculture,
construction projects, ground and air transport,
forestry, horticulture, |andscaping, pet trade and
aquacul ture.
"- Contracting parties to the Convention on
Bi ol ogi cal Diversity, and other affected
countries, should work with the wi de range of
rel evant international trade authorities and
i ndustry associ ations, with the goal of
significantly reducing the risk that trade wll
facilitate the introduction and spread of alien
i nvasi ve speci es.
"- Put in place quarantine and border control
regul ations and facilities and train staff to
i ntercept the unintentional introduction of alien
speci es. Quarantine and border control
regul ati ons shoul d not be prem sed only on narrow
econonmic grounds that primarily relate to
agriculture and human health, but, in addition, on

t he uni que biosecurity threats each country is
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exposed to.
"- Inproved performance at intercepting
uni ntentional introductions that arrive via ngjor
pat hways nmay require an expansi on of the
responsi bilities and resourcing of border control
and quaranti ne services.
"- Address the risks of unintentional
i ntroductions associated with certain types of
goods or packagi ng through border control
| egi sl ati on and procedures.
"- Put in place appropriate fines, penalties, or
ot her sanctions to apply to those responsible for
uni ntentional introductions through negligence and
bad practi ce.
"- Ensure conpliance by conpanies dealing with
transport or novenent of living organisns with the
bi osecurity regi nes established by governnents in
the exporting and inporting countries. Provide
for their activities to be subjected to

appropriate | evels of nonitoring and control."

There are several related specific provisions in

the I UCN CGui delines and ot her provisions on environnental
i npact assessnent, directly relevant to your work, which you

shoul d fully consider.

The G SP d obal Strategy docunment represents
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advi ce devel oped over five years by a team of nostly
academ c¢ advi sors based on numerous international neetings,
several broad workshops, and subsidiary publications. The
whol e Strategy is essential reading for your work, but in
particular | recormmend Chapters 4, 5, 6, and 7 (especially
Strategy elenents 5 and 6).

Sone ot her points:

1. A key goal should be to strengthen the
| egitimacy, fromthe perspective of the | PPC
and the WIO Sanitary and Phytosanitary (SPS)
Agreenent, of the "clean list" approach to
preventing harnful invasions. This approach
has been adopted by Australia for weeds (at
| east), by New Zeal and for what | understand
to be all introductions, and by various other
entities, including some U S. States for
vari ous broad taxonom c groups and even by
USDA in sonme of its quarantine approaches.
The point is that this "precautionary
approach” of assuming "qguilty until proven
innocent” is legitimate scientifically for
bot h considering the risks of individual
species and the risks of whole trade
pat hways, such as, for exanple, all raw wood
or all woody plants from China. Your
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envi ronment al standard should take care to
facilitate this notion, as the environnment
has suffered terribly in this country and
globally fromthe | aissez faire approach of
al l owi ng any new species in unless it's on a
"dirty" or prohibited list. The dirty list
approach is just a big experinment, with U S.
ecosystens as the | aboratories.

Nevert hel ess, the clean |ist approach

concei vably could be chall enged as a trade
barri er under the WIO- SPS Agreenent, unless
bodies Iike the | PPC bol ster the scientific

| egitimacy of taking a precautionary

appr oach.

The environnmental standard will be conpletely
i nadequate if it defines plant pests that may
al ready by present in a given nation as
limted to those that are subject to
"official control progranms.” Environnental
pests are nmuch less likely to receive the
funding and attention to be subject to
"official control"” than "econom c" pests are,
so you need to make sure that subsidiary and
clarifying definitions you use in the
environmental standard reflect this. You
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shoul d take care throughout your efforts to
make sure the definitions and standards are
not cranped by traditional agricultural pest
noti ons.

Your environmental standard should reflect
the fact that old-style, "species by species”
or "comodity by commodity” risk analysis may
not be adequate to protect the environnent
fromthe acknow edged onsl aught of new
potential invaders carried through vastly

i ncreased international comrerce and
tourism In view of the substantial
uncertainty and risk that may be presented by
whol e new trade routes, classes of trade
commodities, or new transportation and
packagi ng technol ogi es, the standard nust be
abl e to acconmodate doing risk analysis on a
broad "pat hway" basis and on the basis of

br oader taxonom c groups than just species.
Good science nmust remain the basis for making
deci sions, but the G SP and I UCN docunents as
wel | as numerous supporting scientific
reports denonstrate that there is a good
scientific basis, including new predictive
nodel s and deci si onmaki ng protocols, for a
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nore protective approach.
On the particular 5 potential environnental
i npact topics already identified by the | PPC
Wor ki ng Group, you should add one nore as a
catch-all for inpacts that may occur but may
not fall under your 5. The 6th should say,
"any other potentially significant
environnmental inpact.” Broad provisions |ike
this are appropriate in view of the
incredi bly diverse array of potential inpacts
of plant pests on the environnment.
Let nme recommend anot her useful document on
envi ronnment al inpact assessnent related to
bi odi versity protection, which is really what
your task is all about. The White House
Council on Environnental Quality (CEQ
oversees the inplenmentation of the National
Environnental Policy Act, which, as you know,
requi res Federal agencies such as USDA to do
envi ronnment al i npact assessnent for nmjor
actions. 1In 1993, CEQ issued an officia
gui dance docunent called: "lncorporating
Bi odi versity Considerations into
Envi ronnental | npact Anal ysis under the
Nat i onal Environmental Policy Act." (This is
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avai | abl e at the CEQ NEPAnet website,
http://tis.eh.doe. gov/ nepal/tool s/ gui dance/ Gui
dance-PDFs/iii-9.pdf.)

This report concurs with the significance of

the threat of invasives to biodiversity,

noting that the concept of diversity

contenpl ates native, not introduced, species.

It provides key exanples (sunmarized bel ow)

of "weakness in current NEPA practice"

related to biodiversity, which also nmay apply
to anal yzi ng invasives prevention and control

i ssues. Let me suggest that you consi der

t hese past tendenci es of Federal agencies

docunented by CEQ and that you seek to avoid

t hem as you devel op the | PPC environnent al

st andar d:

o] "I nadequat e consi derati on of
"non-listed species." Sinply
relying on governnmental lists
of threatened and endangered
species is unlikely to capture
the full scope of the
bi ol ogi cal diversity that may
be affected.

o] "I nadequat e consi derati on of
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'non-protected areas.”
Simlar to the issue of |listed
species, full consideration
shoul d be given to inportant
habitat areas that may not be
officially designated as
pr ot ect ed.
"I nadequat e consi derati on of
' non- econom cal ly inportant’
species.” Wen species that
may be affected by a proposal
have quantifiabl e recreational
or conmmercial inportance, they
tend to get nore enphasis in
NEPA docunents than species
whose value is harder to
quantify.
"I nadequat e consi derati on of
curmul ative inpacts.” Effects
anal ysis shoul d include the
ecosystem or regional scales.
Wt hout |arge-scale
consideration and mitigation
of harnful inpacts, the

"ecosystem patterns and
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process so inportant to

bi odi versity will not be

sust ai ned over the long term™
In sum according to CEQ "Current NEPA
anal yses often (1) focus on species rather
t han ecosystens; (2) address the site scale,
rat her than the ecosystem or regional scale;
and (3) concentrate on i mMmedi ate short-term
i npacts, rather than likely future inpacts.
Because of these weaknesses, mmjor inpacts
may be missed...”. Al of these ideas are
directly on point to your work and you should
explicitly provide in your standard that
future anal ysis of potential environmental
pl ant pests should avoid the pitfalls CEQ has
not ed.
Your final docunent should include specific
encour agenment and recommend neans for funding
for cooperative nonitoring by CBD and | PPC of
how t he nmenber parties are actually
performng in inplenmenting Art. 8(h) and the
| PPC environmental standard with respect to
pl ant pests. In other words, an annual
report on the status and risks of
envi ronnment al plant pests globally would be
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extrenely useful in evaluating inplenentation
of both the CBD and | PPC.

Pl ease contact ne if you have any questions on the
above. Please put ne on the mailing list for any future
conmuni cations related to this effort. | look forward to
provi ding nore detailed cormments on the draft standard when
it is produced.

Si ncerely,
Peter T. Jenkins

Attorney/ Policy Anal yst
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OPENI NG STATEMENT OF ANl SSA CRAGHEAD

In April, the IPPC s Interim Com ssion on
Phyt osanitary Measures (I CPM recomended that an
i nternational standard be conpleted by April 2004 to address
the plant-pest risks associated with living nodified
organisnms (LMX>s). As the first step toward devel opnent of
an LMO standard, the I CPMrequested that an open-ended,
expert working group be convened to produce a detailed
specification for an LMO standard. The expert working group
is scheduled to neet Septenber 10-14, at FAO headquarters in
Rone, under the ternms of reference that were printed in the

Federal Register notice for today's neeting. The

speci fication devel oped in Septenber will then be consi dered
at the next neeting of the ICPMin March of 2002.

As di scussed at our March 8 public neeting, the
deci sion to consider an | PPC standard for LMOs was the
result of requests from I PPC nenber countries in 1999 for
gui dance in evaluating the plant-pest risks associated with
LMOs, and fromthe subsequent recomendati ons nade in June
of 2000 by a neeting of an | PPC working group formally
charged with considering the need for an LMO standard.

Qur goal in the IPPC exercise is to devel op
substantive guidelines for the assessnent of plant-pest
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ri sks associated with LM3s; i.e., to set out information
requi renents, assessnent criteria, and risk-nmitigation
nmeasures that countries may want to consider as they nake
deci sions regarding the inportation and use of transgenic
or gani sns.

Your comments today will help us prepare for the
Sept enber neeting at the IPPC and will also help to inform
our approach to the overall LMO standard devel opnent
process.

Before hearing fromthe first speaker, 1'd like to
draw your attention to an effort that will parallel and
per haps serve as a nodel for the IPPC LMO standard. As
noted at the March 8 public neeting, the U S. has begun to
address the plant-pest risks associated with genetically
engi neered organisns at the regional |level with Canada and
Mexi co under the North Anmerican Plant Protection
Organi zation, or NAPPO. In this draft NAPPO standard, we
have focused first on transgenic plants and have divided the
draft standard into four nodul es based on the intended use
of the transgenic plant. The first two nodels of the draft
NAPPO st andard shoul d be avail abl e on the NAPPO Wb site,
www. nappo. org, by the end of next week, after which those
nodul es will be avail able on our APH S website for a 60-day,
country-comrent period. The APH S website is printed on the
handout at the back of the room
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STATEMENT OF LEAH PORTER

The American Crop Protection Association (ACPA) is

submitting comments in response to the above-captioned

noti ce published in the July 27, 2001 Federal Register. 66

Fed. Reg. 39136 (2001).

ACPA is a not-for-profit trade organi zation
representing the maj or manufacturers, formulations and
di stributors of crop protection, pest control, and
bi ot echnol ogy products. ACPA nenber conpani es produce,
sell, and distribute virtually all the scientific technol ogy
products used in crop production by American farmers.

We wel cone the opportunity to comment on the
devel opnment of an international standard concerning the
pl ant - pest risks associated with Iiving nodified organi sns
(LM3s) .

We encourage APHI S's participation as part of the
expert working group under the auspices of the International
Pl ant Protection Convention (IPPC), given IPPC s recognition
by the World Trade Organi zation. As the IPPC s Interim
Comm ssi on on Phytosanitary Measures (I CPM commences its
work, we would |ike to enphasize the follow ng:

1. Eval uation of all LMOs should follow a
sci ence-based, transparent, and tinely
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ri sk-assessnent paradigm An LMO shoul d not be
assunmed to be a plant pest unless the risk
assessnment (one utilizing | PPC standards or
endor sed equi val ent) concl udes that phytosanitary
consideration is nmerited. A discussion of LMO or
products of nodern biotechnology within the | CPM
standard-setting efforts nust be within the
context of seeds for planting purposes.

A di scussion of LM3s/products of nodern

bi ot echnol ogy within the | CPM standard-setting
efforts nust be within the context of seeds for

pl anti ng purposes.

A di scussion of LM3s/products of nodern

bi ot echnol ogy within the | CPM standard-setting
efforts nust appropriately assess benefits and
potential environmental inpacts within a

sci ence-based franmeworKk.

Transboundary (international) novenent of seeds
derived using nodern biotechnol ogy should use the
exi sting invoicing system wth the necessary
changes rather than requiring a phytosanitary
certificate for each shipnent. Once an inporting
country has conducted the required risk assessnent
on a transgeni c event and granted approval,

t ransboundary shi pnments shoul d not require
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approval of the inporting country prior to each
shi prent .

Thank you for giving the Amrerican Crop Protection

Associ ation the opportunity to comrent.
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STATEMENT OF FAI TH THOWPSON CAMPBELL, Ph. D.

Ameri can Lands Alliance is pleased to submt
comments on the devel opnent of an international standard
concerning the plant pest risks associated with |iving
nodi fied organisns (LM3s). Anerican Lands is a nonprofit
organi zation that works with grassroots environnentalists
across the country to protect and restore native forests,
grassl ands, and aquati c ecosystens.

American Lands calls on the USDA Ani mal and Pl ant
Heal th I nspection Service (APH' S) to ensure that the
I nternational Plant Protection Organization (IPPC) proceeds
with great caution in exploring whether to devel op an
international standard concerning the plant pest risks
associated with LM3s. First, the IPPC nust ensure that its
approach is carefully coordinated with the Convention on
Bi ol ogi cal Diversity (CBD) Cartagena Protocol on Biosafety.

Second, the I PPC | acks expertise in nmany cruci al
conponents of a truly science-based eval uation of whether to
allow inportation of an LMO. Proper risk anal yses of LM3s
will be complex. The IPPC s current risk assessnent process
is already under criticism-- explicitly by Anerican Lands
and scientific colleagues, inplicitly in the guidelines
devel oped by the Wirld Conservation Union/1UCN and under
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consideration by the parties to the CBD. The |IPPC
acknowl edges weaknesses in sone areas. For exanple, the
IPPC is at only an early stage of developing its own
envi ronnental standard -- a partial but vital conponent of
any risk analysis for LM>»s as well as for invasive species.
It is still unclear how well the draft environnental
standard will fill the need (see Anerican Lands' comments on
the current draft, which are attached).

For these reasons, any attenpt by the IPPC to
devel op a standard on LM>s nust nove slowy.

Furthernore, we believe that an | PPC standard on
LMOs nust differ fundanentally from existing | PPC standards.
The | PPC shoul d endorse the Royal Society of Canada's (2001)
concl usion that commercial use of any LMO shoul d occur only
after the specific genetically engineered |ine has been
t horoughly studied at six relevant |evels: genone,
transcript, protein, netabolite, health inpacts, and
envi ronnmental inpacts. Regulators must rely on data from
enpirical studies rather than assunptions and subjective
j udgnment s based on hypot heses. Furthernore, countries
shoul d be encouraged to subject their anal yses to peer
review and to take care to avoid conflicts of interest
wi thin the regul atory agency (Royal Society 2001).

Furt hernore, these studi es nust be conducted on
each genetic line of the LMO and in the context of each
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ecosystem (managed or natural) into which introduction is
proposed. Such apparently duplicative studies are warranted
because of the risk frompleiotropic effects. GCenetic
engi neering does not result in the precise placenent of a
new pi ece of genetic code into a carefully selected section
of the new host's genone. Rather, each insertion occurs at
a nearly random | ocation -- resulting in potenti al

differences in the way the gene functions. Furthernore, the

remai nder of the host's genone is also affected. |In short,
insertion of a single gene will be acconpani ed by a range of
changes that will, in turn, be affected by the genone of the

host, the host plant's devel opnental and physi ol ogi cal
status, and environnental pressures (Royal Society of Canada
2001). Consequently, regulators cannot limt their
eval uation of a transgenic variety's potential inpacts to
those that mght arise fromthe predicted phenotypic
characteristics conferred by the transgene chosen for
insertion. Instead, officials nust enpirically assess each
genetic line for the potential questionnaires of these
pl eiotropic effects. The risk of unanticipated and unwant ed
changes is greater in plant and ani mal types that have a
short history of human breedi ng.

In the Royal Society's view, studies at the six
rel evant | evels shoul d be undertaken whenever there are sone
scientific data (although inconplete, contested, or
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prelimnary) or plausible scientific hypotheses or nodels

(even though contested) that establish a reasonable prina

facie case for the possibility of serious harm and there is

significant uncertainty.

These principles point to an I PPC standard that:

(0]

encour ages each country to consider the
potential risks and benefits of an LMO from
its own ecol ogi cal and social perspective

bef ore deciding whether to allow inportation
and use

all ows countries to require woul d-be
importers of LM>s to conduct or pay for the
rel evant enpirical studies needed to
determ ne the types and |level of risk
associated with the proposal to inmport an LMO
as well as the effectiveness and

envi ronnment al inpacts of technol ogi es
proposed to mnimze any risks

di scourages countries fromrelying on studies
done by other countries with different crop
systens and ecol ogi cal countries

recogni zes countries' differing abilities to
adopt and enforce regul ations

encour ages technical and financial assistance
and ot her nechanisns to help countries
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develop their ability to carry out -- or
assess independently -- the risk eval uation
st udi es.

The potential negative inpacts that nust be

i nclude, but are not limted to:

1)

2)

3)

4)

5)

6)

escape of the novel genetic material into
other plants or animals -- including wild

rel atives;

i npacts of inserted pesticidal properties on
food webs and ecosystem processes;

reper cussi ons of pests' devel opi ng resistance
to pesticidal properties;

enhanced "invasi veness"” of the transgenic
organismor its relatives -- in natural as
wel | as managed syst ens;

i npacts of other genetically induced changes,
such as altered lignin content, on food webs
and ecosystens; and

negati ve environnental inpacts from
application of technologies intended to
manage the LMO -- including induced sterility

and i ncreased use of herbicides.

Again, all potential risks need to be eval uated

for each line in the context of each environnment which m ght

"recei ve"

the LMO before use is approved. For exanpl e,
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reper cussi ons of genetic escape are far different in areas
that are centers of origin and diversity for the crop
speci es being nodified than in areas where the plant is an
exotic. Simlarly, the food webs and ecosystem
vul nerabilities will differ fromcountry to country.

The | PPC standard nust encourage each country to
do its own review, |ooking at these and other questions. It
must not encourage countries to rely on reviews carried out
by other countries with very different ecol ogi cal
consi derati ons.

Further, the I PPC standard nust encourage
countries to assess realistically their ability to detect
and respond to unexpected or unforeseen devel opnents. Sone
countries will have greater resources and technical
capacities than others -- including variations in regulatory
agenci es' power to ensure that inporters and donestic users
of the LMO conply with protective nanagenment prescriptions,
e.g., requirenments that they plant refugia to mnimze
pests' devel opnent of resistance to inserted pesticidal
properti es.

In general, Anerican Lands believes that the | PPC
is not now able to develop a detailed standard for risk
assessnments of LMOs because it |acks expertise in too many
areas and it nust find ways to coordinate with the different
mandat es and approaches of the Biosafety Protocol.
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If the I PPC proceeds at this tinme, however, we
have identified above some of "the plant pest risks
associated with LMOs/ products of nodern biotechnol ogy"
(point 1 from paragraph 34 of the report of the April 2001,
| CPM neeting). Under points 3, 4, and 5, the |PPC nust
specifically reference the Biosafety Protocol and Convention
on Bi ol ogical Diversity.

Ameri can Land hopes that the U S. delegation to
the IPPC will actively support increased di al ogue anong the
secretariats and parties to both the IPPC and the CBD. One
of the nost inportant steps that both organi zations could
take is to build the capacity of devel oping countries to

respond to both invasive species and "bi osecurity" issues.
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ATTACHVENT TO STATEMENT OF FAI TH THOWPSON CAMPBELL, Ph. D

Ameri can Lands appreciates that the Aninmal and
Pl ant Health I nspection Service (APH' S), National Invasive
Species Council and the International Wrking Goup of the
| nvasi ve Species Advisory Conmittee held an open public
meeting on July 24, 2001. Public input on how environnent al
impacts are to be incorporated into pest risk assessnents is
crucial for these elenents to be useful, accurate, and
credi ble. Because we were not able to attend the public
nmeeti ng, we ask that you consider these conments as you
prepare for the upcom ng neeting of the International Plant
Pest Convention's (1PPC) Wrking G oup.

While we value this opportunity to conment, we
wonder whether it is tinmely. The |IPPC decision to develop a
standard was adopted in June 2000; there is reference to the
North Anerican Plant Protection O ganization (NAPPO -- to
which the U S. is also party -- having devel oped its
position in August 2000. The |IPPC has schedul ed a wor kshop
for August. Wiy has APH S waited so long to hold this
nmeeting? The result is that we had only a few weeks to
study the current proposal and comment. Furthernore, APHI S
provided little information in extending the invitation. W
have received, from other sources, a "Background” docunent -
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- but it is unclear how widely this docunent has been
di ssem nated. Last year, we raised simlar concerns
regardi ng tardy provision of opportunities for public
comment affecting devel opnent of other |PPC standards.
APHI S really nust inprove its conpliance with U S. statutes
requiring public comment during devel opnment of policies.

American Lands thinks it is entirely appropriate
that the National |nvasive Species Council and the
I nternational Wrking Goup of the Invasive Species Advisory
Commttee are involved. W have long felt the need for nuch
broader input into U S. positions on international trade
policies that affect managenent of invasive species. W
will except to follow these devel opnents cl osely.

Formal Iy, incorporating environnental risks into
the I PPC (and national) risk assessnment process is |ong
overdue. The | axness of international standards for the
nmovenent of organi sms worl dwi de has contributed greatly to
the al arm ng nunbers introductions. The addition of
environnmental inpacts to assessnments of pest risk is a
fundament al i nprovenent. However, we have serious concerns
as to whether the underlying philosophy of the IPPC s work
or the five specific elenments will contribute to a
significant inprovenent.

The | PPC bodi es and participating countries should
accept the | eadership of other international bodies that
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have considerably greater expertise in evaluating the
envi ronnmental inpacts of exotic or alien species; the | UCN
| nvasi ve Species Specialist Goup, the dobal Invasive
Speci es Progranme, and the Subsidiary Body on Scientific,
Techni cal, and Technol ogi cal Advice (SBSTTA) of the
Convention on Biological Diversity. W support the coments
submtted by Drs. Mck Cout and Maj. De Poorter of the I UCN
| SSG Defenders of WIldlife, and Peter Jenkins that nmake
extensive reference to the plans and strategi es adopted by
or under discussion by these organi zations. Anerican Lands
fully supports the IPPC s follow ng the | ead established by
t hese bodies -- at both broad "phil osophical” |evel and nore
detailed application level. The IPPC should not try to re-
invent the wheel .

The pl ans, guidance, and strategies adopted by the
| UCN, G SP, and SBSTTA/CBD are very simlar -- and are based
on ecological realities. However, these strategies
enphasis on treating every alien species as potentially
invasive differs substantially fromthe species-by-speci es,
comuodi ty- by-comodity approach usual |y adopted by
phyt osanitary agencies, including the IPPC. The |IPPC should
focus its efforts -- both internally and in consultation
with the TUCN, G SP, and SBSTTA/CBD -- on resol ving ways to
adjust the traditional approach to adopt the pat hway
approach and broad perspective recommended by the expert
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organi zations. This adjustnent presents a chall enge.
However, it nust be done to ensure that an | PPC standard is
effective in protecting the environnent.

Ameri can Lands particularly endorses the warning
fromDrs. Cout and De Poorter of the ISSG and ot hers about
the difficulty and environnent and ot her expense associ at ed
with attenpts to eradicate or control introduced species.
The | PPC nust not adopt policy based on a falsely optimstic
prem se that post-introduction control is an acceptable or
wor kabl e strategy. The focus nust remain on prevention.

A detail under this provision concerns the

"trigger" for conducting a risk assessnent of an

i ntentional introduction; we support the ISSG in

saying that the "trigger"” nust be the proposal to

nove a species to a biogeographic region to which
it is not native. The risk of escape of any

del i berately introduced organismis sufficiently

great that the I PPC should not Iimt environnental

assessnments to those species intended for rel ease
into the environnent.

The current "discussion draft” is nmuch too rigid

regardi ng ot her aspects of the "trigger" for

conducting a risk assessnment. Requiring potenti al

i mpacts on officially designated threatened or

endanger ed species sets the bar nuch too high. It
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woul d be nore appropriate to eval uate potenti al
environnmental inpacts in virtually all cases,
using the sane scale -- low, nedium or high -- as
is applied for the appraisal of econom c inpacts -
- and applying this analysis to the full range of
potential environnental effects.

Ameri can Lands also fully concurs with the
recommendati on by Union of Concerned Scientists that the
| PPC consult a broader range of scientific expertise. This
consul tation nmust be continuous -- and play a role in
adj usting other standards, assisting in their application,
(re)evaluating threats fromboth established and newy
identified trade pathways, etc.

Because of the lack of previous consultation with

experts in biological invasion, and the w de

di sparities between such experts' advice -- as

reflected in the plans and strategi es devel oped by

the UCN, G SP, and SBSTTA/CBD -- and the thinking
apparently behind the current "discussion draft,"”

American Lands that the I PPC reject the current

draft and start over.

We join the UCA in asking how the environnent al
evaluation will be incorporated into the overall risk
assessnment. The standards, once adopted, mnmust be fully
integrated into the Guidelines for Pest Ri sk Analysis (which
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we have al ready noted nust al so be substantially anended).
The various el enents of the environnmental analysis nust be
treated equitably with the agricultural or econom c factors.

In addition to the challenges the IPPCw il face
in adapting its customary practices to the fundanentally
different scientific consensus on nmanagi ng i nvasi ve speci es,
the treaty partners nust al so consider how they can work
with others to bring about conprehensive, holistic
environnmental reviews, as recomrended by Drs. Cout and De
Poorter. Fragnmented studies of the separate categories of
i npacts potentially associated with one pathway is not
inefficient, it is likely to result in an inconplete picture
and inportant inpacts "falling between the cracks.” The
| PPC nust work with the CBD, Ofice International des
Epi zootics (O E), UCN, United Nations Environnental
Programme, International Maritinme O ganization, and ot her
pl ayers to come up with sensible guidelines. At the sane
time, we cannot accept lengthy delay in incorporating at
| east prelimnary environnmental standards into |PPC
gui del i nes.

Anot her maj or challenge will be encouragi ng
regi onal responsibility when countries contenplate all ow ng
i ntroductions which could then spread to nei ghboring
countries -- again, as reconmended by Drs. Cout and De
Poorter. At a mnimum the standards shoul d encourage
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countries to nonitor pest damage in other countries, and to
t ake precautionary action when appropriate, before those
pests are either introduced into their own country or are
intercepted at the borders.

The | PPC standard on assessi ng potenti al
environnmental inpacts will be inplenmented in conjunction
wi th other | PPC standards, specifically including the
standard on "Pest risk analysis for quarantine pests.” 1In
comment s which American Lands, the Center for International
Envi ronnental Law, and Defenders submitted in fall 2000, we
poi nted out nunerous flaws in that standard. The proposed
standard for environmental assessnents attenpts to overcone
only one of these problens: the |Iongstandi ng enphasis
i nvasi ve species' inpacts to econom c conmodities, such as
crops, to the exclusion of environnental damage. Qur ot her
concerns remain. W therefore incorporate here by reference
our joint letter. By doing so, we hope to encourage the
| PPC to avoid repeating the sane m stakes in the new
environmental standard. W seek to remind APH S that the
standard on "Pest risk analysis for quarantine pests" still
awaits revision to bring it into conformty with scientists’
gui dance re: preventing introductions.

W wish to draw particular attention to both the
exi sting and proposed standards' discussion of reasons for
initiating a pest risk analysis. As the |IPPC has conceded,
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the potential environnental inpacts of plant pests that
m ght be introduced via a particular trade pathway have been
given too little attention to date. Under these
ci rcunst ances, many existing PRAs are inadequate -- even
wi thout a change in trade patterns. Parties nust be
encouraged to re-eval uate existing PRAs when there is any
i ndi cation that they m ght have overl ooked potenti al
envi ronnent al i npacts.
Meanwhil e, we reiterate our |ongstanding concern
re: the narrow definition of "officially controlled."”
Pet er Jenkins, Esq., points out that efforts to contain or
mtigate the inpacts of environnental pests are particularly
likely to fall short of meeting the definition of
"officially controlled.” As we noted in our earlier
coment s,
American agriculture and natural ecosystens are
al ready under assault by up to 4,500 exotic
i nsects and nore than 200 exotic plant pathogens.
About one-third of the exotic insects are known to
have harnful effects, as do 91% of the exotic
pat hogens (USDA APHI S and Forest Service. August
2000). Between 3,700 and 4,500 exotic plant
speci es are established outside cultivation in the
United States and its territories (Kartesz 1999;
USDI USGS 1998); at |east 500 of these plant
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speci es are already docunent to be invasive in
nat ural systens.

If the I PPC standards do not allow countries to
apply phytosanitary nmeasures at their borders to these
establ i shed pests and weeds, the standards will fail to
provi de a neani ngful neasure of protection to either
envi ronmental or econom c resources.

Finally, introductions and international novenent
of genetically engineered or nodified organisns also carry
the potential to cause environnental inpacts. The IPPCis
al so devel oping a standard on this matter. The |PPC nust
ensure that the "environnmental " and "GMO' standards are
mutual Iy conpatible, particularly that the latter affords
protection to the environnent. |In devel oping the "GVO'
standard, the I PPC nmust consult with the CBD, the parties to
whi ch have al ready adopted the Biosecurity Protocol that
addresses specifically this issue.

Thank you for this opportunity to comment on the
proposed drafting of an environnental standard by the | PPC.
We | ook forward to working with you and others to ensure

that the standard is effective.
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MODERATOR S STATEMENT

Good norning. Welconme to the Animal and Pl ant
Heal th Inspection Service. This is a public neeting to
di scuss the recommendation for the devel opnment of a standard
concerning the plant-pest risks associated with |iving
nodi fi ed organi sns (or LM3s) under the International Plant
Protection Convention. The International Plant Protection
Convention (or IPPC) is recognized as the international,
standard-setting body for international plant-pest issues by
the Wirld Trade Organi zati on.

My nanme is an Anissa Craghead, and |'ve been asked
by the deputy adm nistrator for Plant Protection and
Quarantine to be the noderator for today's neeting. The
panelists for today's neeting are Dr. Cathy Enright, to ny
right, Director of Biotechnol ogy |Issues and Phytosanitary
| ssues Managenent, Plant Protection, and Quarantine. Cathy
is the person responsible for coordinating the federal
government process for addressing LMOs under | PPC,

Joining Cathy is M. Narcy Kl ag, Program Director
for International Standards Devel opnment and | ssues under the
North Anmerican Plant Protection O ganization. Narcy
coordi nates the devel opnent of U S. Government positions for
a range of I PPC issues and is here to answer questions
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related to I PPC in general
The purpose of today's neeting is to provide you

wi th background on the issue of LMX>s as they pertain to | PPC
and to give interested persons an opportunity to present
their views on the recommendation for the devel opnent of an
| PPC standard concerning the plant-pest risks associ ated
with LM3s. Notice of today's neeting was published in the
Federal Register on July 27, 2001 (see 66 FR page 39136).

The format for today's neeting will be as foll ows:
After | conmplete ny remarks on the procedural aspects of the
nmeeting, Dr. Enright will provide you with background
information on the issue of LMXs under |PPC and update you
on what's happened on this topic since our last public
meeting on this issue, which was on March 8th.

After Dr. Enright's presentation, persons who have
regi stered to speak will be given an opportunity to speak in
the order that they registered. After each speaker
conpletes his or her remarks, panelists will have the
opportunity to provide clarification or additional
background information if needed and appropriate to the
topic of this neeting. |If time permts, persons who have
not registered will be given an opportunity to speak once
all registered persons have been heard.

Today's neeting is scheduled to end at noon.
Shoul d regi stered speakers' presentations take us over the
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noon conclusion tine, we will remain |onger to acconmodate
their statements. Alternatively, we may concl ude before
noon if all persons who have registered to speak have been
heard, and there are no other persons who wi sh to speak.

Four people are registered to speak at today's
neeti ng. Does anyone joining us by phone wish to give a
prepared statenent?

Al'l conmments nade here today are being recorded
and will be transcribed. The court reporter for today's
hearing is Wall ace Farmer, who is associated with Heritage
Reporting Corporation in Washington, D.C. Detailed
i nformati on on obtaining a copy of the transcript for
today's neeting is available at the registration table.

| will call each person who has registered to

speak. Before beginning, please conme and sit in that chair,
pi ck up that m crophone, state and spell your first and | ast
name for the court reporter. Especially for those on the
phone, please be sure to say who you are affiliated wth.
In addition, please say who you represent. |If you read a
prepared statenent and have an extra copy with you, please
give ne that extra copy at either the beginning or end of
your remarks. Any oral statenment presented or witten
statenent submtted at today's nmeeting will becone part of
t he public record.

| f a speaker's conments do not relate to the
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stated purpose of today's neeting, which is to present
comments or questions on the recommendation for an | PPC
standard concerning the plant-pest risks associated with
LM3s, | will ask the speaker to focus his or her comrents
accordingly. In addition, | expect everyone to show respect
to speakers and give speakers your full attention.

Pl ease sign the attendance sheet, which is al so
| ocated on the registration table, before you | eave today.
After Dr. Enright's presentation | will call the first
regi stered speaker. Cathy.

11
11
11
11
11
11
11
11
11
11
11
11
11
11
11
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